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Graph 1 : Enrollments per center 

 

  

0

5

10

15

20

25

001 - Bonheiden 002 - Dendermonde 006 - Aalst 010 - Tienen

Enrollments per center



6 MONTH INTERIM REPORT  EVOLUTION STUDY 
FIRST 50 PATIENTS 
 

3 
 

Table 1 : Patient characteristics 

Male (%) 
Female (%) 

35 (70.00%) 
15 (30.00%) 

Age (min – max ; SD) 70.81 years (50.23 – 89.47 ; ± 9.47) 

Nicotine Abuse? 
- Yes 
- No 
- Quit 

 
- 18 (36.0 %) 
- 21 (42.0 %) 
- 13 (26.0 %) 

Hypertension? 
- Yes 
- No 

 
- 33 (66.00 %) 
- 17 (34.00 %) 

Diabetes Mellitus? 
- Yes, Type I 
- Yes, Type II 
- No 

 
- 7 (14.00 %) 
- 3 (6.00 %) 
- 40 (80.00 %) 

Renal Insufficiency? 
- Yes 
- No 

 
- 6 (12.0 %) 
- 44 (88.00 %) 

Hypercholesterolemia? 
- Yes 
- No 

 
- 26 (52.00 %) 
- 24 (48.00 %) 

Obesity? 
- Yes 
- No 

 
- 12 (24.00 %) 
- 38 (76.00 %) 

 

Rutherford 2 15 (30.00 %) 

Rutherford 3 29 (58.00 %) 

Rutherford 4 6 (12.00 %) 
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Table 2 : Procedure characteristics 

Procedure Duration  42.04 minutes (16 – 109 ; ± 17.57) 

Access Side 
- Left CFA 
- Right CFA 

 
- 29 (58.00 %) 
- 21 (42.00 %) 

Cross over performed? 
- Yes 
- No 

 
- 46 (92.00 %) 
- 4 (8.00 %) 

Scopy time  10.65 minutes (3.4 – 70 ; ± 9.86) 

Contrast dose 78.16 mL (15 – 200 ; ± 37.90) 

 

Left Limb / Right Limb 18 / 32 

Lesion length 87.46 mm ( 9 – 150 ; ± 46.97) 

RVD 5.58 mm (5 – 7 ; ± 0.60) 

MLD 0.51 mm (0 – 2,5 ; ± 0.63) 

occlusion 24 (48.00 %) 

Calcified lesion 31 (62.00%) 

Inflow lesion treated? 
- Yes  
- No 

 
- 10 (20.00%) 
- 40 (80.00%) 

Outflow lesion treated? 
- Yes 
- No 

 
- 4 (8.00 %) 
- 46 (92.00 %) 

 

 

 

  



6 MONTH INTERIM REPORT  EVOLUTION STUDY 
FIRST 50 PATIENTS 
 

5 
 

Primary Patency 

Primary Patency Rate at 6-month is 93.20%. 3 Patients lost primary patency within the first 6 months. 

2 patients had complaints (raise in Rutherford, drop in ABI), 1 patient had no clinical symptoms but 

PSVratio >2.4 
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SURVIVAL 

None of the patient died within the first 6 months. Survival rate was 100%. 
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Freedom from Target Lesion Revascularization 

At day 205 (within the 6MFU time window), one patient had a revascularization of the target lesion, 

resulting in a freedom from TLR of 95.0% at 6 month. The second patient with complaints also had a 

TLR, but at day 253 and therefore outside the 6MFU time window. 

TLR 

 

 

 


